	[image: image2.png]





	
	ExMC/743/R

July 2012



REPORT OF WORKING GROUP WG 5 – QUALITY SYSTEM ASSESSMENTS, MEETING
Monday 4 June 2012

at

INERIS Paris 

60/62 Rue d'Hauteville

75010 Paris
WG5 CONVENER – Mr JEFF OLSON, Flowserve. USA
1 Open and Welcome (Start at 1 pm, Immediately following the WG1 meeting)
The WG5 Convener, Mr Jeff Olson welcomed the following Members in attendance :

· IECEx Chairman Kerry McManama

· IECEx Treasurer Heinz Berger

· ExTAG Chairman Ron Sinclair MBE

· ExMarkCo Chairman Tim Duffy

· IECEx ExPCC Chairman Ralph Wigg

· IEC TC 31 Chairman Jim Munro

· WG13 Business Development Nick Maalouf

· IECEx Executive Secretary Chris Agius

· IECEx Secretariat Wal Robson

· Thorsten Arnhold

· Guenter Gabriel

· Gerold Klotz-Engman

· Gerhard Schwartz

· Karl Neleman

· David Stubbings

He especially thanked Thierry Houeix and INERIS for hosting the meeting.

2
Agenda


Members were asked to consider any other items for raising that are not listed on the agenda.
Two following two items were raised and were listed for discussion under Agenda item 10.

a) Jim Munro raised the matter of “Issue date” of QAR

b) Demonstration of new feature on the website for listing “Out of date QARs”

3
Application of new ISO/IEC 80079-34

The publication of the ISO/IEC 80079-34 as the replacement for IECEx OD 005 and the issue of ExTAG/247A/Inf as the document to detail the transition arrangements to the new Standard was noted.
Jeff Olsen advised that audits indicate some manufacturers are using the new document and it was well received. However some manufacturers appeared to be unaware it existed.
4
Surveillance of Mark License System


Document for consideration ExMC/687/CD, UK Proposal
(See Annex A to Agenda)

Action Item 17 (ExMC/723A/RM), Split ExMC meeting.
It was noted that the UK proposal (Included as Annex A) suggested that some form of streamlining the process for surveillance of Mark related issues was necessary. To recognise this and to encourage best practice in achieving this, it is suggested that an addendum to the normal QAR format be created. The UK National Committee requested that this could be delegated to a Task Group comprising Members of WG5 and Ex Mark Committee.  

Tim Duffy, as ExMarkCo Chairman added that there was a need to check that the Manufacturer had control of the use of the Conformity Mark therefore the QAR form F 001 could be updated to verify this.
It was noted that Agenda Item 5 also contained a proposal to amend the QAR Form F 001 and it was agreed to consider both items together.
5
Revision to IECEx Quality Assessment Report Form (F-001) regarding IECEx Conformity Mark Licensing System


Proposal from UL

It was noted that this item proposed revisions to the QAR Form F-001, and to the on-line QAR, to make it very simple and transparent for verification that IECEx Conformity Mark Licensees continue to comply with IECEx Conformity Mark License Regulations, OD 022 and OD 023 when the ExCB that is approved to issue the IECEx Conformity Mark License is not the same ExCB performing the supporting regular quality assessment audits.


Jeff Olsen noted that there appeared a need to create a standard format as an integral part of QAR Form F 001 to review who has a Conformity Mark and the CoCs involved. 

It was agreed that a draft revision of QAR Form F001 should be prepared by a Task Force. This Task Force to consist of the following:


Jeff Olsen (as convener), Chris Agius, David Stubbings, Thierry Houiex, and a representative from both Baseefa and UL 
Action 1: Task Force consisting of Jeff Olsen (as convener), Chris Agius, David Stubbings, Thierry Houiex, and a representative from both Baseefa and UL to prepare a Draft Revision of F001
6
Work on a Draft Operational Document “Guide to IECEx auditing” 


WG members noted that they were being asked to consider action to progress a previous ExMC decision to support the development of a Guide to IECEx auditing, during the 2010 Berlin meeting.

Jeff Olsen felt that if a guide was created it may not be used as many auditors were using their own guides.

After some discussion Jeff Olsen agreed to prepare a draft document for further review by WG 5. 
Action 2: Jeff Olsen to prepare a draft Guide for consideration by WG5
7
Revision to OD 26 Guidelines for the qualification of Lead Auditors and Auditors, in accordance with the IECEx System.


It was noted that was a need to align OD 26 with IEC 80079-34. As there were no technical changes required this task was allocated to the IECEx Secretariat.
Action 3: Secretariat to produce an updated edition of OD 026 

8.
Revision to OD 25 Guidelines on the Management of Assessment and Surveillance programs for the assessment of Manufactures Quality Systems, in accordance with the IECEx System.


It was noted that was a need to align OD 25 with IEC 80079-34. As there were no technical changes required this task was allocated to the IECEx Secretariat.

Action 4: Secretariat to produce an updated edition of OD 025 

9
Feedback on IECEx audit assessments


To raise any matters regarding feedback from manufacturer audits under IECEx.

Jeff Olsen advised that the time for audits to be conducted to the new IEC 80079-34 requirements instead of OD 004 had arrived and had manufacturers been advised.

Chris Agius advised that ExCBs had been advised of the changes and it should be up to the ExCBs to advise their manufacturers. It was agreed that it would be worthwhile for the ExCBs to be reminded about the changes and their obligation to advise their manufacturers.


The Secretary was requested to send a suitable reminder to ExCBs.

Also during a discussion about the different time frame for auditing a body with ISO 9001 certification (18 months) and one without (12 months) it was agreed the shorter time should be applied when auditing and that the IECEx rules should be clarified that ISO 9001 certification should only be issued by an appropriate body (ie an IAF accredited body) 
Action 5: Secretariat to issue a reminder to ExCBs concerning audit timeframes. 

10
Other Items
10.1 Issue date shown on QAR website registration


Jim Munro advise that since the QAR had been revised to change the “Original date of issue” to “Date of issue” in line with a decision at the last meeting of WG 5, some confusion has arisen about what date should be in this field.

It was agreed that the Secretariat should attempt to find an IT solution to ensure that this is corrected.

Action 6: Secretariat to work with IEC IT Department to find a solution 

10.2 Listing of QARs out of date on the Website
It was noted that at the last meeting of WG5 there was a request to provide a feature on the IECEx website to identify out of date QARs. This has been done and now there are two features where each ExCB can identify out of date QARs and also their CoCs that are linked to out of date QARs. As a result document ExTAG/245/Inf was prepared by the Secretariat and circulated to all ExCBs providing guidance and instructions on the new feature. This feature also provides for monitoring by the IECEx Secretariat

Wal Robson gave a live demonstration of these features.


Nick Maalouf thanked the Secretariat for this very worthwhile feature with all members agreeing.
11
Next meeting

It was agreed that the next meeting of WG should be held in conjunction with other meetings similar to this year. It was noted that at this stage there was no indication of where and when they meetings would be held.

[Secretariat NOTE: Arising from the IECEx Executive meeting, the next meeting of WG1 and WG5 is scheduled for 3 June 2013, Buxton UK hosted by SGS Baseefa]

12
Close
Jeff Olsen thanked all members for their time and cooperation during the meeting.

He again thanked Thierry Houeix and INERIS for hosting the meeting.
He closed the meeting at 3 pm.

[image: image2.png]








[image: image1.png]



The Association for the British Electrotechnical Industry 

Chris Agius

IECEx














 Date 13 July 2011   

SURVEILLANCE OF THE USE OF THE MARK
The UK National Committee has taken note of reported discussions that took place at the IECEx WG1 and WG5 meeting on 15 June 2011 and the Ex Mark Committee on 16 June 2011.

.

The UK National Committee believes that some form of streamlining the process for surveillance of Mark related issues is necessary.  Whereas it is the ExCB responsible for the certificate that also has responsibility for issuing the licence, it seems reasonable to be able to rely on a second ExCB to provide surveillance of Mark related activities in the same way that reliance can be placed on the second ExCB producing a QAR for the production activity.  (Both subject to review by the CoC issuing ExCB.)

In order to recognise this and to encourage best practice in achieving this, it is suggested that an addendum to the normal QAR format is created for use by all bodies involved. This would be an optional addition to the normal QAR, but obligatory for manufacturers with a Mark Licence.

This addendum should specifically address the issues outlined in Item 6 of Table 2 in OD 022.

The same items are also addressed in clause 4 of IECEx 04A, namely:

· Exact details of the nominated products (including valid IECEx Certificate of Conformity Numbers) to be covered by the License

· Exact details on how each nominated product is to be marked with the Mark; including documentation, packaging and promotional material as well as usage in catalogues and on websites
· Demonstration that the manufacturer’s quality management system details how they protect the use of the IECEx Mark, such as:
· A policy that the IECEx Mark shall only be used and associated with Ex products covered by an IECEx Certificate of Conformity, listed on the IECEx Mark License Schedule and in accordance with IECEx rules and operational documents (e.g. IECEx 04, OD 022 & OD 023) (refer 2)

· Defined procedures for the design and release of promotional material, including websites to ensure the above policy is maintained and an indication of which position within the organisation that shall have this responsibility and authority
· The manufacturer shall ensure that all requirements of the IECEx Conformity Mark Licensing System Rules and Procedures have been met

The UK National Committee requests ExMC to delegate the task of creating such a document to a Task Group comprising Members of WG5 and Ex Mark Committee.  
The UK is prepared to provide a convenor for this Task Group.

Clive Betts

Secretary

UK IECEx Committee

L/6/10: THE UK Ex FORUM


(A Committee of the British Electrotechnical Committee)
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